
 

CENTER FOR DRUG 
EVALUATION AND 

RESEARCH 
 

Approval Package for: 
 
 

APPLICATION NUMBER: 
     

76-041 
  
 
Trade Name: Sotret Capsules  

10mg, 20mg, and 40mg 
 
Generic Name:    Isotretinoin Capsules USP  
  
 
Sponsor:   Ranbaxy Pharmaceuticals, Inc. 
 
  
Approval Date: December 24, 2002 
 
 
 
































































































































































































































































































































































































































